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SUBJECT: REQUEST FOR CONFIRMATION ON FALSIFICATION OF 
CLINICAL TRIALS ON DRUGS 


REFERENCE: CANBERRA 1726 


1 . FDA CONFIRMS THAT DR. DONALD KENNEDY, COMMISSIONER, FOOD 
AND DRUG ADMINISTRATION IN TESTIMONY BEFORE U.S. SENATE 
SUBCOMMITTEE ON HEALTH AND SCIENTIFIC RESEARCH COMMITTEE 
ON HUMAN RESOURCES STATED THAT "WE ARE IN THE PROCESS OF 
CONDUCTING 26 (FOR CAUSE) INSPECTIONS. ALTHOUGH WE HAVE 
NOT COMPLETED OUR EVALUATIONS OF ALL INSPECTIONS TO DATE, 

I WOULD LIKE TO SHARE SOME OF OUR FINDINGS. DEPENDING ON 
YOUR PERSPECTIVE, THEY COULD BE DESCRIBED AS "UNUSUAL", 
"HORRIBLE", OR "INCONCEIVABLE".'' 

2. DR. KENNEDY STATED (PARAPHRASED) THAT THERE WERE CASES 
OF (A) CASE REPORTS ON FICTITIOUS SUBJECTS AND ON SUBJECTS 
WHO WERE NEVER ADMINISTERED THE INVESTIGATIONAL DRUGS. 
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(B) CASE REPORTS CONTAINING THE RESULTS OF CLINICAL LABORA- 
TORY TESTS WHICH WERE NOT ACTUALLY PERFORMED. (C) FALSE 
REPRESENTATION OF PATIENT DIAGNOSIS AND DEMOGRAPHIC DATA. 


(D) MISREPRESENTATION OF PATIENT DIAGNOSIS AND DEMOGRAPHIC 
DATA. (E) CONSENT OF SUBJECT NOT OBTAINED. (F) DRUG 
DOSES GIVEN IN EXCESS OF PROTOCOL LIMITATIONS. (G) DRUGS 
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GIVEN TO INAPPROPRIATE SUBJECTS. (H) SERIAL USE OF 
INVESTIGATIONAL DRUGS TO EXCLUSION OF ACCEPTED THERAPY. 

(I) ADMINISTRATION TO GIVE SUBJECT OF TWO (2) OR MORE 
INVESTIGATIONAL DRUGS AT SAME TIME, ETC. 

3. FULL TEXT OF STATEMENT BEING AIRMAILED TO EMBASSY FOR 
ITS INFORMATION AND USE. VANCE 
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